CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 83972

CHEMISTRY REVIEW(S)
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Tablet 25 mg. and 50 mg }:;‘: :X

Submitted - request
Satisfactory (JTBascahyi)
Blo protocol under reV1ewed send. to BD 220 10-1-73
: Satlsfactory BD 340 memo 9-L4-73
Active ingredientrond drug dosahe forms complies to USP specs.
Request FPl, samples and bio under rEV1ew.” J T
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CHEMIST'S REVIEW FOR  [Federal Register NDA Numbder ga_gms
ABEKEVIATED WEW DRUG APPLICATION [|Statement Date
OR SUPPLEMENT ' ;

. AF - Number h2-189
Name and Address of Applicant (City and State) Original
- Barr Laboratories, Inc. Amendment ———
Attention: Ms. Sandi Peldmen Supplement
265 Livingstom Street , Resubmission xx
Northvale, BJ 076k7 , Correspondance
Report
Other :
Purpose of Amendment/Supplement ' Date(s) of Submission(s)
_ July 23, 197k
' . August 23, ‘1;975
15, 1
Pharmacological Category Name of Drug ey 15, 197
Thaizide ‘Bydrochlorothiazide
Dosage Form(s) Potency(ies) How Dispensed B
Tablet 25 mg. and 50 mg. R xooox
e 0TC
Packaging/Sterilization Samples dosage Related [iD/HDA/MF
Active and drug XEK¥E form
Satisfactory met specs confirmed orally by
.. ......... ___ |dJdesse Roe of Dallss DO
B /‘«J'V:wo.‘ - e ,ﬂ,,zr.. 9-3 - '1{

Labeling

Satisfactory (JBacsanyi)

Biologic Availability

Data satisfactory (MSeife)

Establishment Inspection

Stt:l.cmtory 9-k-73

components, Composition, Manufacturing and-Controls

- | 2
Drug dosage form and active Ate:ted to compendium zpecs.

Remarks
Rone

EEEEITE¥XEYX Mamafacurer of active:

Ciiciusicn Approve with above supplier of active. J. Taylor 9-10-Th~ R
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Barr Laboratories, Inc.

Northvale, NJ 07647
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o S Dat
.]urpau; [ IR LNl ARSI DA TP PRREN NI TRY
' June 19, 1974
Samples and amended mdnufacturing process July 2, 1974
Yharaacolrogical Catesery Lhane. ol prug
Thiazide Hydrochlorothiazide
bosage Fusia(z) 1oteney (aes) Liow Disno

Tablet 25 and 50 mg.
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Lrviyonnonial
Repord

Submitted  * Rec1eved July 8, 1974
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Yabelang

) Satisfactory ((JBacsanyi) -

blOlOdlC JWu Lo DILIy .
’ Protocol and study results found satisfactory. (Marvin Seife) 1

Establisinnent Inspeciion )

Satisfactory 9-4-73
CCoemponents, Limrposivion, Jantiaciuring ang Conuorols :

Drug dosage form and active ingredient tested to USP specs.

huizeris - =
1. Request identification of manufacturer of active ingredient.
2. Clarify discrepancy between batch number in bio study and

“lot number'in submitted samples. v
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| v///> CHEH}ST'S REVIEQ FOR Federal Register NDA Number 83-972
ABERCVIATED HEW DRUG APPLICATION  [Statement Date

OR SUPPLEMENT

7-26-72 _AF _Number none
h.” - and Address of Applicant (City and State) 2;égégzlt
' Barr laboratories, Imc. . Supplement
Northvale, NJ 07647 Resubmission X
Correspondance
Report
Qther
Purpose of Amendment/Supplement Date(s) of Submissiz- s,
FFL submission April 15, 1974
Pharmacological Category Hame of. Drug
Antihypertensive Herochlorothizide
Dosage Form(s) Potency (ies) How Dispensed
Tablet 25 mg. and 50 mg. Ry xxx
~ BN 0T
Packaging Samples ™ Related IND/iiDA/MF
Satisfactory Requested
St ilization -
I NA

L )

Satisfactory (JBacsanyi)

Biologic Availability s
Under review (protocol submitted) by DCR

[y

Establishment lnspection
Satisfacotry BD-340 memo 9-L4-73

ey

Components, Composition, Manufacturing and Controls

Active ingredient and drug dosage form camply to USP.

Remarks
Ask firm to

{Agrvadienb, to submit samples of identified active ingredient and
drug dosage form with results of tests.

ady

Conclusion Rev w/f

| Reviewzn /S/ bATE 4*/(;7‘{




